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Detailed Action 

The Amendments and Remarks filed 8/18/07 in response to the Office Action of 
5/17/07 are acknowledged and have been entered. 
Claims 14, 21-28, and 35-49 are pending. 

Claims 24, 28, 38-40, and 44-46 have been amended by Applicant. 
Claims 14, 21-28, and 35-49 are currently under examination. 



Rejections Withdrawn 

The rejection of claims 24-28, 35-41, and 44-49 under 35 U.S.C. 112, second 
paragraph, is withdrawn. 

Response to Arguments 
35 USC § 101 and 35 USC § 112 (UTILITY & ENABLEMENT REJECTIONS) 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 14, 21-28, and 35-49 remain rejected under 35 U.S.C. 101, because the 
claimed invention is not supported by either a substantial utility or a well established 
utility, for the reasons stated in the Office Action of 5/17/07 and for the reasons set-forth 
below. Further, claims 14, 21-28, and 35-49 remain rejected under 35 U.S.C. 112 first 
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paragraph, because the claimed invention is not supported by either a substantial utility 
or a well established utility, for the reasons stated in the Office Action of 5/17/07 and for 
the reasons set-forth below. 

The claims are drawn to isolated antibodies or antibody fragments that bind 
specifically to a protein encoded by polynucleotide SEQ ID NO:1 or to fragments of a 
protein encoded by SEQ ID NO:1 and a method for binding said antibodies to said 
protein or to fragments of said protein. 

As stated in the Office Action of 5/17/07, the specification does not teach the 
protein sequence or the open reading frame of SEQ ID NO:1. Thus, the specification 
does not provide enough information to indicate for which proteins the claimed 
antibodies are specific. Therefore, the specification clearly does not describe a utility for 
antibodies with unknown specificity. 

In the Response of 8/17/07, Applicant reiterates previously-presented arguments. 
Applicant states that Examiner's suggestion that the protein encoded by SEQ ID NO:1 
is not implicit in the teachings of the specification because multiple reading frames are 
identified using the tools available and one of skill in the art would have no reason to 
assume that the larges open reading frame (ORF) identified by a computer program 
would be the protein encoded by SEQ ID NO:1 is indicative of the Examiner's failure to 
weigh all the evidence before him. Applicant further states that the longest ORF of SEQ 
ID NO:1 begins with a Kozak consensus sequence at the 5' proximal ATG in SEQ ID 
NO:1 , the initiator codon for the majority of mRNAs. Applicant further states that both 
consensus sequences and 5'-proximal ATG are well known characteristics of coding 
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sequences of nucleic acids and therefore do not need to be expressly outlined in the 
specification. Applicant cites MPEP 2164.05 and states that the specification need not 
disclose what is well known to those of skill in the art and preferably omits that which is 
already available to the public. Applicant further cites Dr. Salceda's Declaration, which 
states "we know that the open reading frame in the forward direction of SEQ ID NO:1 
would be a frame encoding a Methionine near the 5' end, encode many amino acids 
and terminate with a stop codon". Applicant further states that submitted with this 
declaration are data generated from ORF Finder program, which lists the longest open 
reading frame first when displaying the results. Applicant concludes: "Thus, contrary to 
the Examiner's suggestion, one of skill in the art does have reason to believe, absent 
evidence otherwise, that the largest open reading frame identified by a computer 
program for a selected nucleic acid-sequence is the ORF encoding the protein". 

The amendments to the claims and the arguments found in the Reply of 8/18/07 
have been carefully considered, but are not deemed persuasive. In regards to the 
argument that the Examiner did not weigh all the evidence before him, the Examiner 
has weighed all the evidence before him and has addressed all said evidence in the 
Office Actions of 1/3/05, 6/22/05, 12/28/05, 7/28/06, and 5/17/07. 

In regards to arguments that protein sequences and/or open reading frames 
were routinely obtained by those of skill in the art at the time of filing based upon 
identifying ATG start sequences and Kozak consensus sequences and therefore do not 
need to be expressly outlined in the specification, this guidance and essential 
information was not provided in the originally filed application. Further, Kozak (The 
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Journal of Cell Biology, 1 991 , 1 1 5(4):887-903) teaches that Kozak consensus 
sequences are not found at the start of every open reading frame (see right column of 
page 887 and left column of page 888, in particular); rather, they are the most frequently 
occurring sequences flanking functional initiator codons of open reading frames. 
Further, SEQ ID NO:1 contains numerous ATG "start sites" and the originally filed 
application gives no guidance for identifying which of said ATG "start sites" marks the 5' 
end of an open reading frame. Further, Kozak sequences are not specifically defined 
sequences; rather, Kozak sequences are "non-random sequences" comprised of 
different nucleotides and are described by a "likelihood" of the order of said nucleotides 
within a sequence. Since Kozak sequences are not defined by one specific sequence, 
it is unclear whether the asserted Kozak sequence near position 62 is the only bona fide 
Kozak sequence in SEQ ID NO:1, a region encoding the middle of a protein encoded by 
SEQ ID NO:1, or a region outside of an open reading frame of SEQ ID NO:1. Further, it 
is noted that Dr. Salceda declared that the sequence of the protein encoded by SEQ ID 
NO:1 was based on said sequence being encoded by a long sequence with a 
Methionine near the 5' end and terminate with a stop codon, rather than being based on 
a sequence being flanked by a Kozak sequence. Therefore, it is clear from the record 
that identification of start sites based on Kozak sequences is not as routine as Applicant 
asserts. 

In regards to the citation of MPEP 2164.05 and the statement that the 
specification need not disclose what is well known to those of skill in the art and 
preferably omits that which is already available to the public, proteins encoded by SEQ 
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ID NO:1 were not well known to those of skill in the art and were not already available to 
the public. Further, the sequence of proteins encoded by SEQ ID NO:1 are not implicit 
in the teachings of the specification and/or in the teachings of the specification in light of 
the art. There were routinely-used methods at the time of filing that would have enabled 
one of skill in the art to identify potential open reading frames from an mRNA sequence. 
However, as indicated in the figures provided with the Declaration, Applicants would 
identify multiple open reading frames using tools described in the art with SEQ ID NO:1. 
One of skill in the art would have no reason to assume that a particular potential ORF 
identified by a computer program would encode the protein encoded by SEQ ID NO:1. 
From the information provided in the specification, the protein of SEQ ID NO:1 may be 
encoded by other smaller open reading frames diagramed in the Declaration's figures. 
Therefore, since the specification does not identify "a protein encoded by polynucleotide 
SEQ ID NO:1", it cannot be determined to what the claimed antibody or antibody 
fragment will bind. Utility of an antibody specific for a protein that the specification did 
not adequately describe is irrelevant. Essentially, the specification does not describe 
what the protein is. Thus, there is no utility for the claimed antibodies, antibody 
fragments, or methods of using said antibodies or said antibody fragments. 

35 USC § 112 (WRITTEN DESCRIPTION REJECTION) 

The rejection of claims 14, 21-28, and 35-49 under 35 U.S.C. 112 first paragraph, 
for failing to comply with the written description requirement, is maintained for the 
reasons stated in the Office Action of 5/17/07 and for the reasons set-forth below. 
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The claims are drawn to isolated antibodies or antibody fragments that bind 
specifically to a protein encoded by polynucleotide SEQ ID NO:1 or to fragments of a 
protein encoded by SEQ ID NO:1 and a method for binding said antibodies to said 
protein or to fragments of said protein. 

As stated in the Office Action of 7/28/06, the specification does not teach the 
protein sequence or the open reading frame of SEQ ID NO:1. Thus, the specification 
does not provide enough information to indicate for which proteins the claimed 
antibodies are specific. Without identifying for which proteins the claimed antibodies are 
specific, the antibodies lack a written description, as the specification does not disclose 
identifiable structural or functional attributes of said antibodies. 

In the Response of 8/17/07, Applicant states that teachings of SEQ ID NO:1 with 
a single Kozak consensus sequence flanking the longest open reading frame in the 
nucleic acid sequence which begins at the 5'-proximal ATG of the disclosed nucleic acid 
sequence clearly conveys with reasonable clarity to those skilled in the art, as of the 
filing date, that the inventors were in possession of the instant claimed invention. 

The amendments to the claims and the arguments found in the Reply of 8/18/07 
have been carefully considered, but are hot deemed persuasive. In regards to the 
argument that teachings of SEQ ID NO:1 with a single Kozak consensus sequence 
flanking the longest open reading frame in the nucleic acid sequence which begins at 
the 5'-proximal ATG of the disclosed nucleic acid sequence clearly conveys that the 
inventors were in possession of the instant claimed invention, the specification discloses 
SEQ ID NO:1 , but does not make reference to a Kozak consensus sequence flanking a 
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longest ORF beginning with a S'-proximal ATG. Further, the specification does not 
provide a written description of the antibodies because it is unclear to which protein they 
are to bind. Without identifying which polypeptides the claimed antibodies specifically 
bind, the antibodies lack a written description, as the specification does not disclose 
identifiable structural or functional attributes of said antibodies. Further discussion of 
why it is unclear which polypeptide the antibodies are to bind can be found above and in 
the Office Actions of 1/3/05, 6/22/05, 12/28/05, 7/28/06, and 5/17/07. 

Summary 

No claim is allowed. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sean E. Aeder, Ph.D. whose telephone number is 571- 
272-8787. The examiner can normally be reached on M-F: 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shanon Foley can be reached on 571-272-0898. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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